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A. 

Ammais Cowered 
ByTheArrtmf 

Wtitore Regutobont 

S, Numeerof 

ammato being 
bred, ' 

conditianed, pr 
held tor use in 
Liactiirig, lestingi 
e^enmento, 

research, V 

Magery but ncri 
>eA usad tor such 
puposes. 

C. Nunt>er 
anmvtoupcn 
wtach leaching 
research, 
^(penments. or 
tasts were 
conducted 
mvoNingno 
peto, ^stress, or 
useof pam- 
rebewng drugs. 

D. Number of anirnais upon 
which expervnents, 
toacfanQ, researcfu 
surgery, or teats wore 
cooductod towQtwng 
a^ompanying pain pr 
disbess to (ha antotoii 
and tor wN^ appropna to 
anesthec»& anaigesto, or 
tranqi^lisng drugs were 
used. 

E, Nuntoer of aiwTWto uiHVvwhkh teaching. 

expenmants, restoSrrh, nsgery or tests were 
conduded nvolvwig accorTtoenyrng pain or cSstress 
to tito ahiitsto arto tor wnH:h the use of appmpriaie 
anesihebcanalgesto, or tranqulizing druss woufd 
have adversefy afledai me procedures, restits, or 
imerpretsfion ti the teadUng researth, 
expermients, ttirgery, or ksts. (Ah exptonabpn of 
th 9 jpn} 09 <Ans producing phtj or tSstTEss wi these 
aninaff and the reasons such drugs were not used 
must be abaohed to this report! 

F. 

TOTAL NO. 

OF ANIMALS 

(Coto. c * 

4. Dogs 

53 

80 

25 

1 

106 

5. Cato 

0 

0 

0 

0 

0 

8. Guinea Pigs 

0 

34 

81 

500 

415 

7. Hamsters 

0 

0 

^0 

QiQ 

1 

8. Rabbits 

0 

0 

0 

0 

0 

9. NoivHuman Primates 

67 

88 

- 1 

55 

152 

10, Sheep 

0 

0 

0 

0 

0 

11 Fhgs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 







1 3, Other Animals 

0 

0 

0 

0 
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ASSURANCE STATEMENTS 


1) Rrafessionally acceptobie sumdands governing the cere, ifeatment, end use of animals, Inctydmg eppropdaie use of enestnetic. analgesic, and trarKtuilizIng drugs, prior to, dunng, 
and fdllowlng actuet reaeafOh. teaching^ testing, surgery, or experimentalJcn were followed by this research todllty. 


2] Each principal Iryvasd gator has conddarad altemaUves to painfuf procedures. 


This fBdilty Is adharlng to the t tandarda and regulations under the Ad, and it has required that eicceptions to the standards and regulations be specified and explained by the 
principal Investigator sind approved by the Institutional Ammal Care and Use Cormniltea (lACUC), A lumtiary of aU Aa txcepHone to attached to ttils annual report In 
addition to idenbiying Ihe tACUC-apprpved excepUons, this summary irududes a brief expfartabon of the exceptions, as waD as the species and ntHTber of anbreis affeciad. 

4\ The amending vetennenan for Ihis research tooJity has eppropnate aulhprtty to ensure the prcnrtsian of adequate vetennary care and to oversee the adequacy of other 
aspects of animal cart and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsibie Institutional officiai} 
t certify that the above to true, correct and complete (7 U.S.C. Section 214S) 
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1 dog assigned to Column E of this report was included in a nonclinical laboratory study 


(b) (4) 


to evaluate 


of a test compound in accordance to Food and Drug 
Administration requirements under Good Laboratory Practice regulations 21 C FR 58. 
This animal received a high dose of a test agent by oral gavage and e xperienced 

agent and died suddenly before medical intervention could be provided. 
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E6 


(b)(4) 


(b)(4) 

(b)(4) 


(b)(4) 


through 


300 gu inea pigs assigned to Column E of this report were used in nonclinical laboratory 
studies I 

specific trace compon ent. The animals] 
administration of t hat| 

adjuvant, followed The 

I was expressed as ade^^^^^Q^^linthe guinea 
pigs. The measured at B0|CHliiiii I" mil Nii analgesics 
w ere administered during the fiiHiEil time period because those agents had the potential 
to which was the end point that was to b e measured and therefore 

could interfere with the accurate interpretation of the properties I 


(b)(4) 


(b)(4) 
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E7 


949 hamsters assigned to Column E o f this re 
procedures for the purpose of creatin 


0 1 mis report u 


rt underwent! 


(b)(4) 


surgical 


models for use in evaluating and 


identifying compounds that may be beneficial in treatment of humans. Although the 
animals received peri-operative analgesics and anesthesia they did not receive continuous 
analgesics during the remainder of the study becau se the side effects of such drugs could 

I which could result in increased 


(b)(4) 


mortality of the animals. 
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E9 



39 squirrel monkeys assigne d to Column E of this report were used as a model | 
immunity in wh ich | 

iose d with test compo und by oral route and^^B3K|^B with 
Although was minimized, the animals e xperienced 

skin irritation, swelling and/or some degree Analgesics 

were not admin istered during the post-challe nge period to avoid interference with the 
development ofl 


(b)(4) 


16 rhesus macaques assigned to Column E of this report were used in a nonclinical 


laboratory study to evaluate 


The animals were used in a 



(b)(4) 

Following 

1 (b)(4) 1 


(b)(4) 


(b)(4) 


of a test article in accordance to the Food and Drug 


Administration requirements under Good Laboratory Practice regulations, 21 CFR 58. 


(b)(4) 


study to determine potential 
of the test article that was administered by oral gavage. 


weight loss. The animals were given supportive therapy, including fluid therapy, or were 
euthanized, but were not given other drugs such as analgesics that might cause reversal of 


(b) (4) 


thd 


drug-drug interactions. 


of the test article or induce their own inherent 


(b)(4) 


lor 
















